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D E P A R T M E N T  O F  H E A L T H  A N D  H U M A  

F o o d  a n d  D r u g  A d m in ist rat ion 
,. m r.,, ..w  Y r ). , 

F D A  2 2 5 - 0 5 - 8 0 0 4  
k  _  ,... -  _ ,... ,~  _  ._ . . ,. ‘3 : _  ., - c  _  - 

. lmp fe m e n ta tio n  P l a n  o n  th e  S h a r i n g  o f ~ ~ ,n fid e n tia ~  ~ n f~ r m ? tiu ~  e e n  th e  

E u r o p e a n  C o m m iss ion’s H e a lth  a n d  C o n s u m e r  P ro tec t& %  D ir~ ~ t~ a te  

G e n e ra l  a n d  th e  U n ite d  S ta tes  F o e  A d m jnistrat i~ ~  o f t 

D e p a r tm e n t o f H e a lth  a n d  H u m a n  !% e rvic;es 

A G E N C Y : F o o d  a n d  D r u g  A d m inistrat ion, H H S . 

A C T IO N : N o tice . 

S U M M A R Y : T h e  F o o d  a n d  D r u g  A d m in ist rat ion , (FDA] is p r ov i d i ng . n o tice  o f a n  

Im p l e m e n ta tio n  P l a n  o n  th e  sha r i n g  .,o f c o n fid e n tia l  irrfo r m a tio n  b e tw e e n  th e  

E u r o p e a n  C o m m iss ion’s H e a lth  a n d  C o n s u m e r  P ro tec tio n  D i rectorate G e n e ra l  

a n d  th e  U n ite d  S ta tes  F o o d  a n d  D r u g  A d m in ist rat ion o f th e  D e p a r tm e n t o f 

H e a lth  a n d  H u m a n  S e rvices. T h e  p u r p o s e  is fo r  b o th  p a r ticip ~ ts to  c o o pe r a te  

to  faci l i tate th e  sha r i n g  o f d o c u m e n ts a n d /o r  i n fo r m a tio n  r e l a te d  to  fo o d  sa fe ty. 

D A T E S : T h e  a g r e e m e n t b e c a m e  e ffec tive  o n  S e p te m b e r  2 3 ,2 0 0 5 . 

F O R  F U R T H E R  1 N F Q R M A T l O N  C O N tA C T : M a tth e w  F , E ckel, o ffice  o f ,L n te r n a tio n a l  

P r og r ams  (HFG l), F o o d  a n d  D r u g  A d m inistrat ion, .5 6 Q O  F ishe rs  L a  

Rockv i l l e  M D , 2 0 8 5 7 ,3 0 1 ~ 8 2 7 - 4 4 8 0 ; F; lzrS  3 0 1 - 4 8 0 - 0 7 2 6 . 

S U P P L E M E N T A R Y  INFO R M A T IO N : h- r  a cco r dance  w ith  2 1  C F R  2 ~ .1 ~ 6 ~ ~ ~ ~ , w h ich 

sta tes  th a t a l l  wr i tte n  a g r e e m e tits a n d  i m p l e m e n ta tio n  P l ans  b e tw e e ~ n  F D A  a n d  

o the rs  sha l l  b e  p ub l i s hed  i n  th e  Fede ra l  Reg i s te r , th e  agency  is pub l i s h i ng  

n o tice  o f th is  Im p l e m e n ta tio n  ‘P l an . 
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